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DETAILED ACTION 



Election/Restrictions 



Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1-17, drawn to a guide catheter, classified in class 604, subclass 164.05 . 

II. Claims 18-23, drawn to a method of inserting a payload into a coronary sinus of a 
patient's heart, classified in class 607, subclass 122. 

The inventions are distinct, each from the other because of the following reasons: 

Inventions I and II are related as product and process of use. The inventions can be 
shown to be distinct if either or both of the following can be shown: (1) the process for using the 
product as claimed can be practiced with another materially different product or (2) the product 
as claimed can be used in a materially different process of using that product (MPEP 
§ 806.05(h)). In the instant case the product as claimed can be used in a materially different 
process of using the product, such as for introduction of an angioplasty balloon catheter to dilate 
a thrombus within a vessel, for percutaneous placement of access tubes, or for guiding an 
indwelling dialysis catheter to a remote location within a patient's vasculature. 

Because these inventions are distinct for the reasons given above and have acquired a 
separate status in the art as shown by their different classification, restriction for examination 
purposes as indicated is proper. 

During a telephone conversation with Mr. Mark A. Hollingsworth on 29 April 2004 a 
provisional election was made with traverse to prosecute the invention of group I, claims 1-17 
drawn to the apparatus. Affirmation of this election must be made by applicant in replying to 
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this Office action. Claims 18-23 are withdrawn from further consideration by the examiner, 37 
CFR 1.142(b), as being drawn to a non-elected invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1, 9 and 11-13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Norlander et al. (US 6,562,049 Bl) in view of Dubrul (US 5,454,790 A). 

Norlander et al. discloses a medical introducer apparatus, for accessing the coronary 
sinus, having proximal and distal ends comprising an outer guide (11) having an open lumen (26) 
and a longitudinal pre-stress line (46, 59) extending between a distal end and a proximal end of 
the outer guide, see Figure 12; an inner guide (12) having an open lumen (25), the inner guide 
movably disposed within the open lumen of the outer guide such that the inner guide can rotate 
axially and translate longitudinally relative to the outer guide, see Column 5, line 64 through 
Column 6, line 49, and Column 8, line 64 through Column 9, line 2, the inner guide having a 
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generally straight shaft (19) or include preformed bends that approximate those found in the 
outer introducer sheath, it may be advantageous for the inner guide to include a distal curved 
portion (17) to facilitate access of a particular vessel or duct, see Column 6, lines 32-43; and a 
guide handle (21, 22, 23) having a proximal end (23) connected to the proximal end of the outer 
guide, the guide handle separable into at least two sections such that guide handle separation 
splits the outer guide along the longitudinal pre-stress line at the proximal end of the outer guide, 
see Column 8, lines 29-38, the outer guide further splitting along the longitudinal pre-stress line 
upon outer guide retraction in a proximal direction relative to the inner guide; and wherein the 
distal ends of both the outer guide and inner guide include an occlusion device (49), see Column 
9, line 41 through Column 10, line 62 and Column 12, line 44 through Column 13, line 32. 

Norlander et al. fails to disclose the guide handle having a distal end connected to the 
proximal end of the outer guide. 

Dubrul discloses an apparatus for catheterization access having proximal and distal ends 
comprising an outer guide (1 10, 1 14) having an open lumen (not shown) and a longitudinal pre- 
stress line (136) extending between a distal end and a proximal end of the outer guide, see Figure 
19 and 21-23; an inner guide (80) having an open lumen (not shown), the inner guide movably 
disposed within the open lumen of the outer guide such that the inner guide can rotate axially and 
translate longitudinally relative to the outer guide, see Column 8, lines 41-64; and a guide handle 
(134, 84), the guide handle separable into at least two sections such that guide handle separation 
splits the outer guide along the longitudinal pre-stress line at the proximal end of the outer guide, 
see Column 7, lines 64-66, Column 8, lines 38-40, and Column 8, lines 57-64, the outer guide 
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further splitting along the longitudinal pre-stress line upon outer guide retraction in a proximal 
direction relative to the inner guide. 

It would have been a matter of obvious design choice to one having ordinary skill in the 
art to have modified Norlander et al.'s guide handle so as to have a distal end connected to the 
proximal end of the outer guide as taught by Dubrul, as an equivalent alternative; Applicant has 
not disclosed that having the guide handle's distal end as the point of connection to the outer 
guide's proximal end solves any stated problem or is for any particular purpose. Moreover, it 
appears that the guide handle would perform equally well with the guide handle's proximal end 
as the point of connection to the outer guide's proximal end, i.e. Norlander et al.'s arrangement. 
Accordingly, the use of a distal end connection is deemed to be a design consideration, which 
fails to patentably distinguish over the prior art of Norlander et al. in view of Dubrul, as both 
connections are obvious alternatives in view of each other. 

Claims 2-4 and 14-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Norlander et al. (US 6,562,049 Bl) in view of Dubrul (US 5,454,790 A) as applied to claims 1, 9 
and 1 1-13 above, and further in view of Wells (US 4,952,359 A). 

Norlander et al. in view of Dubrul disclose the invention as claimed with the exception of 
the longitudinal pre-stress line comprising two longitudinal pre-stress lines defined as two V- 
shaped notches situated on opposite surfaces of the outer guide. 

Wells discloses a splittable catheter comprising an outer guide (11) having an open 
lumen (lib) and two longitudinal pre-stress lines (1 la) in the form of V-shaped notches situated 
on opposite surfaces of the outer guide. 
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It would have been obvious to one having ordinary skill in the art to have modified 
Norlander et al. in view of Dubrul's longitudinal pre-stress lines with V-shaped notches situated 
on opposing sides of the outer guide as taught by Wells, so as to create a splittable guide catheter 
made of high strength material which exhibits the requisite circumferential resistance (i.e. hoop 
strength) even though areas of weakness extend from the tip of the catheter longitudinally up the 
catheter body, which afford the device the ability to be removed with the application of a 
relatively low shear tear force. 

Claims 5-8 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Norlander et al. (US 6,562,049 Bl) in view of Dubrul (US 5,454,790 A) as applied to claims 1, 9 
and 11-13 above, and further in view of Gould et al. (US 4,586,923 A). 

Norlander et al. in view of Dubrul disclose the invention as claimed with the exception of 
a steering tendon disposed within the outer guide, a distal end of the steering tendon connected to 
the distal end of the outer guide, such that the steering tendon deflects the distal end of the outer 
guide upon application of a tensile force to a proximal end of the steering tendon, further 
comprising a steering mechanism connected to the proximal end of the steering tendon, the 
steering mechanism applying a tensile force to the proximal end of the steering tendon, wherein 
the steering mechanism is connected to the guide handle; and wherein the steering mechanism 
includes a steering handle pivotably mounted to the guide handle. 

Gould et al. discloses a curving tip catheter (10) comprising an outer guide (12) having an 
open lumen (24) and a guide handle (40) having a distal end (44) connected to the proximal end 
of the outer guide (20), a steering tendon (60) disposed within the outer guide, a distal end (62) 
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of the steering tendon connected to the distal end (30) of the outer guide, such that the steering 
tendon deflects the distal end of the outer guide upon application of a tensile force to a proximal 
end (64) of the steering tendon, see Figure 1, further comprising a steering mechanism (100) 
connected to the proximal end of the steering tendon, the steering mechanism applying a tensile 
force to the proximal end of the steering tendon, wherein the steering mechanism is connected to 
the guide handle; and wherein the steering mechanism includes a steering handle (102) pivotably 
mounted to the guide handle, see Figure 5. 

It would have been obvious to one having ordinary skill in the art to have modified 
Norlander et al. in view of Dubrul' s guiding catheter with the steering mechanism as taught by 
Gould et al, so as to adapt the guiding catheter to be in to be inserted into and through the lumen 
of a blood vessel in a network of branching blood vessels in a body and is manipulatable 
therethrough to a desired blood vessel branch within the network of branching blood vessels. 

Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Norlander et al. 
(US 6,562,049 Bl) in view of Dubrul (US 5,454,790 A) as applied to claims 1, 9 and 1 1-13 
above, and further in view of Schaer (US 6,002,956 A). 

Norlander et al. in view of Dubrul disclose the invention as claimed with the exception of 
at least one electrode on the distal end of one or both of the inner guide and outer guide; and at 
least one electrical conductor coupled to the at least one electrode, the at least one conductor 
disposed within one or both of the inner guide and outer guide. 
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Schaer discloses an over-the-wire electrophysiology catheter, comprising an outer/inner 
guide (10) having an open lumen (34); and an electrode (18) on the distal end (12) of the 
outer/inner guide; and a conductor (16) disposed within the outer/inner guide. 

It would have been obvious to one having ordinary skill in the art to have modified 
Norlander et al. in view of Dubrul' s guiding catheter with an outer/inner guide with integral 
sensing electrodes, as taught by Schaer, so as to enable detection of electrical activity or signals 
within a patient's heart, thus facilitating treatment thereof. 

Double Patenting 

Claims 1, 5-7, 9-13 and 17 are provisionally rejected under the judicially created doctrine 
of obviousness-type double patenting as being unpatentable over claims 1-3, 5-8, 12 and 14 of 
copending Application No. 10/04191 1 in view of Dubrul (US 5,454,790 A). 

The application's claims merely add a feature, i.e. the guide handle separable into at least 
two sections such that guide handle separation splits the outer guide, absent from the patented 
claims. 

Dubrul discloses an apparatus for catheterization access having proximal and distal ends 
comprising an outer guide (1 10, 1 14) having an open lumen (not shown) and a longitudinal pre- 
stress line (136) extending between a distal end and a proximal end of the outer guide, see Figure 
19 and 21-23; an inner guide (80) having an open lumen (not shown), the inner guide movably 
disposed within the open lumen of the outer guide such that the inner guide can rotate axially and 
translate longitudinally relative to the outer guide, see Column 8, lines 41-64; and a guide handle 
(134, 84), the guide handle separable into at least two sections such that guide handle separation 
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splits the outer guide along the longitudinal pre-stress line at the proximal end of the outer guide, 
see Column 7, lines 64-66, Column 8, lines 38-40, and Column 8, lines 57-64, the outer guide 
further splitting along the longitudinal pre-stress line upon outer guide retraction in a proximal 
direction relative to the inner guide. 

It would have been obvious to one having ordinary skill in the art to have modified the 
patented claims to positively recite a separable guide handle at the proximal end of the outer 
guide, as taught by Dubrul, so as to provide a grippable surface which would enable the user to 
readily grasp the proximal end of the outer guide and thus facilitate the removal of the outer 
guide. 

This is a provisional obviousness-type double patenting rejection. 

Claims 2-4 and 14-16 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over Application No. 10/04191 1 in 
view of Dubrul (US 5,454,790 A), as applied to claims 1, 5-7, 9-13 and 17, and further in view 
of Wells (US 4,952,659 A). 

The application's claims in view of Dubrul render obvious the claims as recited with the 
exception of the longitudinal pre-stress line comprising two longitudinal pre-stress lines defined 
as two V-shaped notches situated on opposite surfaces of the outer guide, absent from the 
patented claims. 

Wells discloses a splittable catheter comprising an outer guide (11) having an open lumen 
(lib) and two longitudinal pre-stress lines (1 la) in the form of V-shaped notches situated on 
opposite surfaces of the outer guide. 
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It would have been obvious to one having ordinary skill in the art to have modified the 
patented claims in view of Dubrul to positively recite longitudinal pre-stress lines with V-shaped 
notches situated on opposing sides of the outer guide, as taught by Wells, so as to create a 
splittable guide catheter made of high strength material which exhibits the requisite 
circumferential resistance (i.e. hoop strength) even though areas of weakness extend from the tip 
of the catheter longitudinally up the catheter body, which afford the device the ability to be 
removed with the application of a relatively low shear tear force. 

This is a provisional obviousness-type double patenting rejection. 

Claim 8 is provisionally rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over Application No. 10/04191 1 in view of Dubrul 
(US 5,454,790 A), as applied to claims 1, 5-7, 9-13 and 17, and further in view of Gould et al. 
(US 4,586,923 A). 

The application's claims in view of Dubrul render obvious the claims as recited with the 
exception of the steering mechanism including a steering handle pivotably mounted to the guide 
handle, absent from the patented claims. 

Gould et al. discloses a curving tip catheter (10) comprising an outer guide (12) having an 
open lumen (24) and a guide handle (40) having a distal end (44) connected to the proximal end 
of the outer guide (20), a steering tendon (60) disposed within the outer guide, a distal end (62) 
of the steering tendon connected to the distal end (30) of the outer guide, such that the steering 
tendon deflects the distal end of the outer guide upon application of a tensile force to a proximal 
end (64) of the steering tendon, see Figure 1, further comprising a steering mechanism (100) 



Application/Control Number: 10/036,640 Page 1 1 

Art Unit: 3763 

connected to the proximal end of the steering tendon, the steering mechanism applying a tensile 
force to the proximal end of the steering tendon, wherein the steering mechanism is connected to 
the guide handle; and wherein the steering mechanism includes a steering handle (102) pivotably 
mounted to the guide handle, see Figure 5. 

It would have been obvious to one having ordinary skill in the art to have modified the 
patented claims in view of Dubrul to positively recite the steering mechanism including a 
steering handle pivotably mounted to the guide handle, as taught by Gould et aL, so as to adapt 
the guiding catheter to be in to be inserted into and through the lumen of a blood vessel in a 
network of branching blood vessels in a body and is manipulatable therethrough to a desired 
blood vessel branch within the network of branching blood vessels. 

This is a provisional obviousness-type double patenting rejection. 

Claims 1, 5, 6, 9-13 and 17 are provisionally rejected under the judicially created doctrine 
of obviousness-type double patenting as being unpatentable over claims 1, 5, 6, 11-14 and 16 of 
copending Application No. 10/014,735 in view of Norlander et al. (US 6,562,049 A) and further 
in view of Dubrul (US 5,454,790 A). 

The application's claims merely add features, i.e., a longitudinal pre-stress line extending 
between the proximal and distal ends of the outer guide; a guide handle having a distal end 
connected to the proximal end of the outer guide, the guide handle separable into at least two 
sections such that guide handle separation splits the outer guide; and an occlusion device 
connected to a distal end of the inner guide, absent from the patented claims. 
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Norlander et al. discloses a medical introducer apparatus, for accessing the coronary 
sinus, having proximal and distal ends comprising an outer guide (11) having an open lumen (26) 
and a longitudinal pre-stress line (46, 59) extending between a distal end and a proximal end of 
the outer guide, see Figure 12; an inner guide (12) having an open lumen (25), the inner guide 
movably disposed within the open lumen of the outer guide such that the inner guide can rotate 
axially and translate longitudinally relative to the outer guide, see Column 5, line 64 through 
Column 6, line 49, and Column 8, line 64 through Column 9, line 2, the inner guide having a 
generally straight shaft (19) or include preformed bends that approximate those found in the 
outer introducer sheath, it may be advantageous for the inner guide to include a distal curved 
portion (17) to facilitate access of a particular vessel or duct, see Column 6, lines 32-43; and a 
guide handle (21, 22, 23) having a proximal end (23) connected to the proximal end of the outer 
guide, the guide handle separable into at least two sections such that guide handle separation 
splits the outer guide along the longitudinal pre-stress line at the proximal end of the outer guide, 
see Column 8, lines 29-38, the outer guide further splitting along the longitudinal pre-stress line 
upon outer guide retraction in a proximal direction relative to the inner guide; and wherein the 
distal ends of both the outer guide and inner guide include an occlusion device (49), see Column 
9, line 41 through Column 10, line 62 and Column 12, line 44 through Column 13, line 32. 

It would have been obvious to one having ordinary skill in the art to have modified the 
patented claims to positively recite a longitudinal pre-stress line extending between the proximal 
and distal ends of the outer guide, as well as an occlusion device connected to a distal end of the 
inner guide, as taught by Norlander et al., so as to enable removal of the outer guide and/or inner 
guide relative to the position-dependent device being delivered via the guide catheter, such as in 
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the case of placement of devices such as a pacemaker and defibrillator leads; as well as to 
provide a means of temporarily occluding the vessel while contrast media is injected to improve 
fluoroscopic guidance of the device to the target site. 

Further the patented claims in view of Norlander et al. render obvious the claims as 
recited with the exception of the guide handle having a distal end connected to the proximal end 
of the outer guide, absent from the patented claims. 

Dubrul discloses an apparatus for catheterization access having proximal and distal ends 
comprising an outer guide (110, 114) having an open lumen (not shown) and a longitudinal pre- 
stress line (136) extending between a distal end and a proximal end of the outer guide, see Figure 
19 and 21-23; an inner guide (80) having an open lumen (not shown), the inner guide movably 
disposed within the open lumen of the outer guide such that the inner guide can rotate axially and 
translate longitudinally relative to the outer guide, see Column 8, lines 41-64; and a guide handle 
(134, 84), the guide handle separable into at least two sections such that guide handle separation 
splits the outer guide along the longitudinal pre-stress line at the proximal end of the outer guide, 
see Column 7, lines 64-66, Column 8, lines 38-40, and Column 8, lines 57-64, the outer guide 
further splitting along the longitudinal pre-stress line upon outer guide retraction in a proximal 
direction relative to the inner guide. 

It would have been a matter of obvious design choice to one having ordinary skill in the 
art to have modified the patented claims in view of Norlander et al. to positively recite a guide 
handle with a distal end connected to the proximal end of the outer guide as taught by Dubrul, as 
an equivalent alternative. Applicant has not disclosed that having the guide handle's distal end 
as the point of connection to the outer guide's proximal end solves any stated problem or is for 
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any particular purpose. Moreover, it appears that the guide handle would perform equally well 
with the guide handle's proximal end as the point of connection to the outer guide's proximal 
end, i.e. Norlander et al.'s arrangement. Accordingly, the use of a distal end connection is 
deemed to be a design consideration, which fails to patentably distinguish over the prior art of 
Norlander et al. in view of Dubrul, as both connections are obvious alternatives in view of each 
other. 

This is a provisional obviousness-type double patenting rejection. 

Claims 2-4 and 14-16 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over Application No. 10/014,735 in 
view of Norlander et al. (US 6,562,049 A) and further in view of Dubrul (US 5,454,790 A), as 
applied to claims 1, 5, 6, 9-11, 13 and 17, and further in view of Wells (US 4,952,659 A). 

The application's claims in view of Norlander et al. and further in view of Dubrul render 
obvious the claims as recited with the exception of the longitudinal pre-stress line comprising 
two longitudinal pre-stress lines defined as two V-shaped notches situated on opposite surfaces 
of the outer guide, absent from the patented claims. 

Wells discloses a splittable catheter comprising an outer guide (1 1) having an open lumen 
(lib) and two longitudinal pre-stress lines (1 la) in the form of V-shaped notches situated on 
opposite surfaces of the outer guide. 

It would have been obvious to one having ordinary skill in the art to have modified the 
patented claims in view of Norlander et al. and further in view of Dubrul to positively recite 
longitudinal pre-stress lines with V-shaped notches situated on opposing sides of the outer guide, 



Application/Control Number: 10/036,640 Page 15 

Art Unit: 3763 

as taught by Wells, so as to create a splittable guide catheter made of high strength material 
which exhibits the requisite circumferential resistance (i.e. hoop strength) even though areas of 
weakness extend from the tip of the catheter longitudinally up the catheter body, which afford 
the device the ability to be removed with the application of a relatively low shear tear force. 
This is a provisional obviousness-type double patenting rejection. 

Claims 7 and 8 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over Application No. 10/014,735 in 
view of Norlander et al. (US 6,562,049 A) and further in view of Dubrul (US 5,454,790 A), as 
applied to claims 1, 5, 6, 9-11, 13 and 17, and further in view of Gould et al. (US 4,586,923 A). 

The application's claims in view of Norlander et al. and further in view of Dubrul render 
obvious the claims as recited with the exception of the steering mechanism connected to the 
guide handle and including a steering handle pivotably mounted to the guide handle, absent from 
the patented claims. 

Gould et al. discloses a curving tip catheter (10) comprising an outer guide (12) having an 
open lumen (24) and a guide handle (40) having a distal end (44) connected to the proximal end 
of the outer guide (20), a steering tendon (60) disposed within the outer guide, a distal end (62) 
of the steering tendon connected to the distal end (30) of the outer guide, such that the steering 
tendon deflects the distal end of the outer guide upon application of a tensile force to a proximal 
end (64) of the steering tendon, see Figure 1, further comprising a steering mechanism (100) 
connected to the proximal end of the steering tendon, the steering mechanism applying a tensile 
force to the proximal end of the steering tendon, wherein the steering mechanism is connected to 
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the guide handle; and wherein the steering mechanism includes a steering handle (102) pivotably 
mounted to the guide handle, see Figure 5. 

It would have been obvious to one having ordinary skill in the art to have modified the 
patented claims in view of Norlander et al. and further in view of Dubrul to positively recite the 
steering mechanism connected to the guide handle and including a steering handle pivotably 
mounted to the guide handle, as taught by Gould et al., so as to adapt the guiding catheter to be 
in to be inserted into and through the lumen of a blood vessel in a network of branching blood 
vessels in a body and is manipulatable therethrough to a desired blood vessel branch within the 
network of branching blood vessels. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer J Maynard whose telephone number is 703.305.1356. 
The examiner can normally be reached on Mondays-Fridays 9:30 AM-5:30 PM; 1st Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Casler can be reached on 703.308.3552. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



J Maynard 





